










When will eCTD Format be Required?  

 

May 5, 2017 
all DMF Submissions  

must be in electronic, eCTD 
format 
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http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xls
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xls






Must use the FDA Electronic Submission 
Gateway (ESG) for submissions 10 GB or 
smaller 
• If you are not currently an ESG submitter, set up an 

account now; process can take several weeks 
• Most submitters use the “WebTrader Hosted 

Solution” 
• There is no cost for an ESG account, but you must 

obtain a Digital Certificate for each person in your 
organization who will be sending files thru the ESG 

• See the ESG website for complete instructions, 
http://www.fda.gov/ForIndustry/ElectronicSubmissionsGateway/default.htm 
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http://www.fda.gov/ForIndustry/ElectronicSubmissionsGateway/default.htm


Tips for DMF Submission Success 
• Provide proper bookmarks, table of contents and 

hyperlinks on documents more than 5 pages long 
• Pages should be properly oriented 
• Scanned documents, including cover letters should be 

OCR’d prior to submitting 
• Provide electronic submissions point of contact for 

technical issues 
• Provide correct telephone, email or fax number for 

rejection notices 
• Cover letter should always have US agent information  

should we need to contact sponsor 
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Tips for DMF Submission Success 
• Leaf titles of documents should be clear and indicative of 

the document 
• Cover letters should include the sequence number and  

if possible, date of submission (e.g. coverletter-0004-
Oct-13-2015) 

• Leaf titles for all annual report documents should include 
the reporting period (e.g.  “AR-specifications-Oct-12-
2014-Oct-11-2015).  That way, reviewers can 
differentiate between one year’s report from another. 

• Do not include form 356h when submitting via gateway.  
DMFs are automatically processed without the form 
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Tips for DMF Submission Success 
• Choose “CDER” as the center and “eCTD” as the 

submission type, when transmitting  via ESG 
• When transitioning from paper to eCTD and sponsor is 

utilizing v2.01 DTD, use “original-application” as the 
submission type.  Subsequent submissions will be coded 
as “amendment”. 

• When transitioning from paper to eCTD utilizing and 
sponsor is utilizing v3.3 DTD, the submission-Id should 
always be the same as the eCTD sequence number.  
(e.g. 0034-submission id-“original application”- sub-type-
“application”-sequence number-“0034”; 0035-submission-id-“original 
application”- sub-type-“application”-sequence number-“0035). 
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Tips for DMF Submission Success 
• Be sure to apply the correct metadata for m3.2.p and/or 

m3.2.s eCTD sections for every submission.  Any minor 
change will add another 3.2.p. and/or 3.2.s section  thus, 
creating duplicate sections  

• Always apply the correct eCTD life cycle operator (e.g. 
replace) when submitting updates to documents.  Do not 
submit updated documents as “new” 
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References 
• eCTD Web Page: 

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequire
ments/ElectronicSubmissions/ucm153574.htm 

• Electronic Submissions Gateway:  
http://www.fda.gov/ForIndustry/ElectronicSubmissionsGateway/default.htm 

• Electronic Submissions Presentations:  
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequire
ments/ElectronicSubmissions/ucm229642.htm 

• Questions about submitting electronically to CDER:  
ESUB@fda.hhs.gov 
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm153574.htm
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